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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
2/23/2007 has been entered. 

Acknowledgments 

2. This office action is in response to the reply filed on 2/23/2007. 

3. In the reply, claims 1 and 5 were amended and claims 9-14 were cancelled. 

4. Thus, claims 1-8 are pending for examination on the merits. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

6. Claims 1-4 are rejected under 35 U.S.C. 102(e) as being anticipated by Weiss 
(6402734). Weiss discloses a minimally invasive therapeutic agent delivery system (Fig 
4) comprising a reservoir (12) comprising a therapeutic agent (col 4, In 14); an elongate 
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probe (6) having a passage therein, the probe configured to conform at least in part to 
the curvature of the eye (col 3, Ins 50-64) and has a proximal probe end (Fig 3) and a 
distal probe end (Fig 3) including a distal probe opening (Fig 3); a therapeutic agent 
delivery apparatus (4) comprising a needle having a sharp tip (4, Fig 3) configured to 
pierce the sclera to a predetermined depth, and the said needle being fluidly connected 
to said reservoir (Fig 4; col 3, Ins 50-64; col 4, Ins 1 1-21) and configured to be disposed 
within said passage (Fig 3) and movable between a retracted inoperative position within 
said probe (col 3, Ins 50-64) and an extended operational position (col 3, Ins 50-64), 
wherein movement of said delivery apparatus from the inactive to the operational 
position causes said needle to pierce the sclera to a predetermined position (Fig 3; col 

3, Ins 50-64) and enables the therapeutic agents to be dispensed from said reservoir 
through said needle into the eye (col 3, Ins 50-64; col 4, Ins 11-21; col 5, Ins 23-38); a 
handle (1a) attached to said probe proximal end (Fig 1); the reservoir being attached to 
said handle (Fig 4); the therapeutic agent delivery apparatus comprises an elongate 
needle (4; col 3, Ins 21-32). 

7. Claims 1-6, 8 rejected under 35 U.S.C. 102(e) as being anticipated by Paques et 
al (2002/0087128). Paques et al discloses a minimally invasive therapeutic agent 
delivery system (Fig 1) comprising a reservoir (10) comprising a therapeutic agent (Fig 

4, [0020, 0039, 0041,0058]); an elongate probe (2) having a passage therein, the probe 
configured to conform at least in part to the curvature of the eye (Fig 2, 4) and has a 
proximal probe end (2p) and a distal probe end (2d) including a distal probe opening 
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(Fig 1, 2d); a therapeutic agent delivery apparatus (Fig 1) comprising a needle having a 
sharp tip (4, 4a) configured to pierce the sclera to a predetermined depth (wherein the 
Examiner notes that the device is fully capable of piercing to a predetermined depth 
under control of the user), and the said needle being fluidly connected to said reservoir 
(Fig 1, 4, [0040-0041) and configured to be disposed within said passage (Fig 1) and 
movable between a retracted inoperative position within said probe ([0021, 0023, 0028- 
0030, 0039-0044, 0058]) and an extended operational position ([0021, 0023, 0028- 
0030, 0039-0044, 0058]), wherein movement of said delivery apparatus from the 
inactive to the operational position causes said needle to pierce the sclera to a 
predetermined position (Fig 1, [0021, 0023, 0028-0030, 0039-0044, 0058]) and enables 
the therapeutic agents to be dispensed from said reservoir through said needle into the 
eye ([0021, 0023, 0028-0030, 0039-0044, 0058])); a handle (2a, 2p) attached to said 
probe proximal end (2a, 2p, Fig 1,4); the reservoir being attached to said handle (Fig 1, 
[0041]); the therapeutic agent delivery apparatus comprises an elongate needle (4);and 
said probe includes a probe positioning portion (2d) at said distal probe end; the 
elongate probe configured to conform at least in part to the curvature of the eye (Fig 1 , 
4, [0021, 0023, 0028-0030, 0039-0044, 0058]) and the probe distal end having an eye- 
surface engaging surface (2d, Fig 1,4), the probe passage including a portion 
conforming to the surface of the eye (2d, Fig 1, 4) and a portion that angles toward the 
eye such that said distal probe opening is in said eye-surface engaging surface (4, 2d, 
Fig 1,4). 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Paques et 
al in view of Flaherty et al (6544230). Paques et al discloses the invention substantially 
as claimed except for expressly disclosing wherein said passage bends said needle 
when said needle is moved from its retracted to its extended position. Flaherty et al 
teaches that it is known to have a elongate member (12) having a passage bend a 
piercing needle (30, 30d, Fig 7) when said needle is moved from its retracted to its 
extended position (Fig 10a, 1 0f) for the purpose of controlling and enhanced aiming of 
the needle member so it will remain inside a preferred place or acceptable penetration 
zone as it is advanced (col 11, Ins 24-67). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the piercing needle 
as taught by Paques et al with the piercing needle having a resilient curved distal 
portion formed of a resilient material as taught by Flaherty et al for the purpose of 
controlling and enhanced aiming of the needle member so it will remain inside a 
preferred place or acceptable penetration zone as it is advanced (col 1 1 , Ins 24-67). 
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Response to Arguments 

10. Applicant's arguments with respect to claims 1-8 have been considered but are 
moot in view of the new ground(s) of rejection. 

1 1 . Applicant's arguments filed 2/23/2007 against the the 35 USC 1 02(e) rejection of 
claims 1-4 to Weiss have been fully considered but they are not persuasive. 

12. The Applicant argues against the 35 USC 102(e) rejection of claims 1-4 to Weiss 
by stating: 

i. Weiss does not disclose the new amendments to claim 1 that now 
define the delivery apparatus as having a needle with a sharp tip 
configured to pierce the sclera to a pre-determined depth. (Remarks, pg 5, 
paragraph 2) 

1 3. In response to the Applicant's argument that (i), the Examiner notes that Weiss 
explicitly discloses a needle (4) with a sharp tip (4, Fig 3) that is fully capable of piercing 
the sclera at a predetermined depth (Fig 3, col 3, Ins 50-64). The Examiner notes that 
in order to be given patentable weight, a functional recitation must be supported by 
recitation in the claim of sufficient structure to warrant the presence of the functional 
language. See In re Fuller, 1929 CD. 172; 388 O.G. 279. In the instant case, the 
recitation configured to pierce the sclera to a predetermined depth does not recite 
specific structure allowing or enabling the needle to only pierce a certain depth. The 
device of Weiss is fully capable of piercing a predetermined depth at the sclera through 
operations of the user. The Examiner suggests incorporating claim limitations detailing 
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structure of the Applicant's invention that allows or enables the needle to only pierce a 
predetermined depth of the sclera. The rejection is maintained. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Andrew M. Gilbert whose telephone number is (571) 
272-7216. The examiner can normally be reached on 8:30 am to 5:00 pm Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 





KEVIN C. SIRMONS 
SUPERVISORY PATENT EXAMINER 



Andrew Gilbert 



